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737 DEPARTMENTOF HEALTH SER/ICES DHS 165.02

Chapter DHS 165
LABORATORY CERTIFICATION

DHS 165.01 Introduction. DHS 165.12 Change in director

DHS 165.02 Definitions. DHS 165.13 Display of certificates.

DHS 165.03 Examinationsiecessary for the protection of the heaftthe public. DHS 165.14  Proficiency testing.

DHS 165.04 Certification application. DHS 165.15 General records and reports.
DHS 165.05 Certification of approval. DHS 165.16 Specimen procurement and reporting.
DHS 165.06 Provisional certification of approval. DHS 165.17 Specimen records.

DHS 165.07 Interim certification of approval. DHS 165.18 Facilities and equipment.
DHS 165.08 Deficiencies endangering the health of the public. DHS 165.19 Internal quality control.

DHS 165.09 Certification period. DHS 165.20 Standards of directors.

DHS 165.10 Denial, revocation or suspension of certification. DHS 165.22 Injunctions.

DHS 165.1  Change in owner DHS 165.23  Advisory council.

Note: Chapters H 37 and H 38 were repealed, RegStgtemberl 976, and a (3) “Certification of approval” means a findirigy the depast

newchapter H 38 was createdegftive October 1, 1976. Chapter H 38 was renum [ : : ;
beredto be ch. HSS 165,fettive May 1, 1982Chapter HSS 165 wasrenumbered ment that a laboratory is in substantial compliance with the

chapter DHS 165 under s. 13.92 (4) (b) L., Stats,, and correctionsmadeunder .~ fequirement®f s. 299.1, Stats., and this chapter

13.92 (4) (b) 7., Stats, Register January 2009 No. 637. (5) “Department’means the \l8consindepartment of health
services.
DHS 165.01 Introduction. (1) STATUTORY REQUIREMENT. (6) “Director” means theperson who plans, ganizes and

Section299.11, Stats,, requires in part: that laboratories, excegjrectsthe operations of the laboratpmycluding but not limited
physicianoffice laboratories serving not more than 2 physiciangy training and supervising laboratory personnel, reviewing labo
performingclinical laboratory tests for the purpose of protectingyiory procedures and approving test results, and who is responsi
the healthof the public shall apply to the department of health S&jje for the proper performance of all laboratory procedures.
vicesfor an evaluation othe examinations and appropriate certi (7) “Evaluation and certificationprogram” or “certification

fication; that the certification normally will be valid for 12 m_onth rogram’ means the laboratory evaluation and certification pro
andsubiject to revocation, denial, or suspension for cause; that Smof the department

departmenif healthservices shall establish certification stan 8) “Facility” linical lab blood bank lab
dards;and that laboratories shall not operate Withoutacertificate.(t) acility” means a clinical laboratory or a blood bank la

(2) OTHER PROGRAMRELATIONSHIPS. In addition to function ;ryﬂ.L boratory” sclinical laboratory” facili
ing for theattainment of reliable clinical testing, the certification h( ) ‘La og_a Iory_ olr b'c ||n|c_a Ia gra_oryll mealms_ aha0|_|ty
programendeavors tassure the development of clinical and dis'//|€rémicrobioiogical, biological, physical, serologicaheémt

I, hematological, immunological, cytological, mricroscopic

easecontrol laboratory services to meet the needs and requif&" éMma ]
mentsof a number of federal and state health related programs gﬁqmlnatlonsof specimens taken from the human body or other
to achieve better laboratory morbidity reporting systems for digiatter. are performed for screening, diagnostic, and treatment
easedetection and management. The health related laws or Hrpose;s. o .
gramsreceiving input from the laboratory evaluation @eutifi- (10) “Laboratory certification advisory council” means the
cation program include the infant metabolic disorder testing la@uncilappointed under s. DHS 165.23.
alcohol analysedor implied consent and coroner motor vehicle (11) “Laboratoryevaluation” means a system of determining
andsnowmobile death laws, codes for controlling entdisease andtesting laboratory methods, procedures, and proficiency by
casesand carriers, th@isconsin Hospital Approval Act, federal inspectionof the facility and equipment, review of personnel
Medicare Medicaid certification, and interstate laboratbegn  qualifications,practices, records, and contrasd the use of pro
surelaw. ficiency testing performance by the department.

(3) MeTHoD. The program shall evaluate and certify laberato  (12) “Laboratory specialty” or "specialty” means science
ries by specialty services fired and provide on-site surveysdisciplineused for the examination of materiekrived from the
technicalconsuitation, other training assistance, and fagitty-  humanbody or othematter for the purpose of disease prevention,
fication. The program applies nationaticcepted testing proce laboratoryscreening, diagnosis or treatment of patients peer
duresand standards to the extent that they exist andgmeopri ~ posesof this chapter laboratory specialties include but are not
ate and special standards as determined or required by otliited to the following:
programssuch as Medicare, and stresses satisfactory proficiency(a) Clinical laboratory specialties, consisting of:

testingperformance in programs approved by the department. 1. Alcohol testing for implied consent;
History: Cr. Register Septemberl976, No. 249, éf10-1-76; am. Register 2. Bacteriology:
October,1980, No. 298, & 11-1-80; am. (2), Registdbecember1981, No. 312, ' ay;
eff. 1-1-82; renum. from H 38.01, Registépril, 1982, No. 316, éf5-1-82 3. Clinic microbiology;
correctionin (1) made under s. 13.93 (2m) (b) 7., Stats., Reghtgust, 1995, No. . ;
476;am.(1) and (2), RegisteBeptember1999, No. 525, &10-1-99:correction 4. Mycobacteriology;
in (1) made under s. 13.92 (4) (b) 6., Stats., Register January 2009 No. 637. 5. Mycology;
_ . 6. Parasitology;

DHS 165.02 Definitions. In this chapter: 7. \irology;

(1) “Administrative laboratory director” meares person who ' = P
meetsthe requirements of s. DHS 165.20 (1) (g) or the require g Eo(letlne_ cP:eml.stry,
mentsof s. DHS 165.20 (3) (b). 16 _:_‘ qcrllno ogy;

(2) “Blood bank” means any facility where activities ame - joxico 09){'
ductedinvolving the drawing, processing, or storage of human 1. Urinalysis;
blood or blood derivatives, preliminary to transfusionheiman 12. Hematology;
use. 13. Cytology;
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DHS 165.02 WISCONSINADMINISTRATIVE CODE 738
14. Immunohematology; (c) Laboratories operatguurely for internal quality control,
15. General immunology; and or maintenance of the qualityf their product, wherein com

pliancewith governmental laws or codes is not required,;
" means a labora. (d) Physician dfce laboratories serving not mattean 2 phy
tory operated by a single city or county health departmentjlt: siciansand operated exclusively for the diagnosis and treatment
ple county health department; a city—county health department®f their patients. _
which performs clinical tests for the prevention, detection,diag (2) APPLICATION FORM. Applicants shall apply on forms pre
nosis, and control of disease. scribedby the department for evaluation arettification of those
(15) “Owner” means the person who owns the |aborato|ltgboratoryprocedures or categories of procedures that the labora

facility, the institution operating a laboratory facility the state, tOTY Performs. o
county,or city agency operating a laboratory facility (3) INFORMATION REQUIRED. The application shall be accem

(16) “Participatinglaboratory” means fboratory that partic panied by such information as the department may reguire.
ipatesin a proficiency testing program approved by the depart (4) SEPARATE LABORATORY LOCATIONS. Separate applications
ment. shallbe submitted for separate laboratory locations.

(17) “Proficiency testing program” means those activities (5) INITIAL APPLICATION. Application for initial certification in
which arerequired by the _department to define, mOn'ﬂl{nld mea alaboratory testing specialty may be submitted at any time.
surethe accuracy of testing by a laboratory and which meet the(6) ReceriFicaTion. Application for recertification shabe
applicablerequirements of federal agencies for licensure or-cerubmittedupon notification by the department.

fication of clinical laboratories. ~ (7) AcTION BY THE DEPARTMENT. Within 60 days after receiv
(18) “Refereelaboratory” means a laboratory that has particing a complete application for certification of a laboratory or
patedin a proficiency testing program and has shown agreemesigod bank, the department shall either approve the application
reproducibility,and reliability in testing procedures or methodsandissue the certification or deny the application. Ifapelica
(19) “Referencelaboratory” means a laboratory of knowntion for certification is denied, the department shall give the appli
expertiseand reliability cantreasons, in writing, for the denial.

“ i ification” i History: Cr. RegisterSeptemberl976, No249, ef. 10-1-76; am. (1) (intro.) and
(20) Revocationof certification” means the withdrawal of (6), Register October 1980,No. 298, f 11-1-80; renum. from H 38.04, Register

the certification of the laboratory by specialty discipline. April, 1982, No. 316, €/5-1-82; cr (7), RegisterNovembey 1985, No. 359, &f
(21) “Suspensiorof certification” means the temporary with 12-1-85am. (1) (intro.), RegisteSeptember1999, No. 525, &f10-1-99.

drawalof the certification of the laboratory by specialty discipline o
until the cause for suspension is corrected. DHS 165.05 Certification of approval. (1) APPROVAL
History: Cr. RegisterSeptemberl976, No. 249, &f10-1-76; cr(18) (f), Regis  ACTIONS. The department shall issue a certificate of approval for
ter, January1978, No. 265, &f2-1-78; am. (1), (2), (7). (8). (14), (16), (17) and (18)the specialty(ies) upon determination of substantial compliance
o g e ]kf_(lz_()gé?ézms_)(%?)éﬁ(ﬂfg)rf‘g‘)f‘Qgg?g‘égégéﬁ]%%g’gi with the administrative code. This determination shall include a
No. 312, ef. d1—1—8R2; (etnunomtfrgm 1rgg.sozl\,l Rgggﬁr/-]\grili 189382, Nc(>.l 23)1% & review of the application, the current yearly proficiency testing
5-1-82r. and recrRegisterOctobey , No. . 11-1-83; am. ,Regis  findi —gcite i i i
ter, August, 1992, No440, ef. 9-1-92; correction in (5) made under s. 13.93 (2m{|hn('“ngs’and on-site inspection r.esu.lts‘ Inspectlons performed by
(b) 6., Stats., RegisteFanuary1997, No. 493; 14), (12) (b) and (14), am. (8), (9), the department or by an alternative inspection program approved
§,12)_(in(t£<)3-), (33) arzid (17)1'38963?(52@)8(‘)&)891*)&&?9% No. 525, éft}o&égggl;\?orrse% by the department shall include at leaseview of such factors
onin maade unaer s. B m ., olats., eg%ﬂtem (5 , NO. N H H iliti 1
correction in (5) madeunder s. 13.92 (4) (b) 6., Stats,, Register January 2009 No. .aSteChnlcal r.nethOds’ proce_dures, physical facilitiesfisgaland
637. internal quality controlpractices. The department reserves the
right to validate inspections and proficiency testing performed by
DHS 165.03 Examinations necessary for the protec - Otherapproved program providers, and to impose prorated fees
tion of the health of the public. The department designatesfor such proficiencytesting validation activities in accordance
the following examinations of body fluids, tissues, disgeay, With ch. ATCP 77.
respiratoryand environmental air as necessary for the health of the(2) SpeciALAPPROVALACTIONS. If the participating laboratory
public: is in substantial compliance except that through no fault of its own
(1) Microbiology tests. or through participation for less than oyear it has been unable
to examine the requiregearly number of proficiency specimens,
(2) Serology tests. . b ;
hemical but has demonstrated satisfactory proficiency on specimens total
(3) Chemical tests. ing not less than 40% of the specialty numbez department may

16. Syphilis serology; and
(13) “Local public health agency laboratory’

(4) Hematology tests. issuea certificate of approval to the laboratory

(5) |mmunohemato|ogy tests. History: Cr. RegisterSeptemberl976, No. 249, €f10-1-76; rand recr(1) and
am. (2), RegisterOctober 1980, No. 298, &f11-1-80; am. (1), Registdbecember

(6) Cytology tests. 1981, No. 312, &1-1-82; renum. from H 38.05, Registapril, 1982, No. 316, &f
5-1-82.

(7) Tests involving radionuclides.
History: Cr. RegisterSeptember1976, No. 24%ff. 10-1-76; am. (1) (a) 7. and . . .
r. (1) (b) 2. andB., RegisterOctober 1980, No. 298, &f11-1-80; renum. from H DHS 165.06 Provisional certification of approval.

38.03, Register April, 1982, No. 316, €f5-1-82; cr (intro.), t (1) (intro.), (a) : e
(iniro.) and (b) to (d), renum. (1) (a) 1. to 7. o be (1) to (7), Reg@#etember999, (1) ProvisiONAL APPROVAL. The department mdgsue a certifi

No. 525, ef. 10-1-99. cateof provisional approval to a participatitaporatory when the
laboratoryfails to meet the minimal performance testing stan
DHS 165.04 Certification application. (1) AppLica- dardsor has other significant factor deficiencies, but past perfor
TIoN AND ExcepTIONs. All clinical laboratories and blood banksmance.testing experience, qualification of personnel, éores
testingfor the protection of the health of the public shall agiply by the laboratory indicate that the deficiency has been corrected
the department for evaluation and certification, except: or is readily correctable.

(a) Laboratories operated by the United States government and2) LIMITATION OF PROVISIONALAPPROVAL. Provisional certifi

only serving patients under the auspices of that government; cationof approval canndte granted for more than 2 consecutive

(b) Laboratories operated and maintained exclusively féf?a};%ry_ Cr RegisterSeptemberl976, No. 249, 6110-1-76; am. (LRegistes
teachingor research purposes and not involving patient or pUng?ober,l.QBO., No. 298, &f11-1-80; renum. from H 38.06, Registapril, 1982,
healthservices; No. 316, ef 5-1-82.
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739 DEPARTMENTOF HEALTH SER/ICES DHS 165.14

DHS 165.07 Interim certification of approval. Interim (a) Proficiency test specimens shall be examirethe labora
certificationof approval may be granted famewly participating tory premises by the personnel of the laboratory who normally
laboratoryfor not more than 12 months. Thereaftee laboratory performthe specialty test ary the testing procedure commonly
shallmeet the requirements for certification or provisional certifusedby the laboratory

Canjzggr'y- Cr. Register Septemberl876, No. 249, €/10-1-76; am. Register (b) Laboratories shall report their proficiency test results
October,1980, No. 298, &f11-1-80; renum. from H 38.07, Registapril, 1982, Within the prescribed reporting time. Participating laboratories

No. 316, ef 5-1-82. thatfail to report proficiency testing results amreceived or dam
agedspecimens, or do not have a valid reason for failure to report
shallreceive a grade of zero for that shipment.

(2) REQUIREMENTS FOR PROVIDERS OF PROFICIENCY TESTING
PROGRAMS. The departmerghall approve proficiency testing pro
gramsby laboratory specialty as listed in s. DHS 165.02 (12).
- ) (a) The minimum annual number of proficiency testing speci
DHS 165.09 Certification period. (1) INITIAL CERTIFF  mensrequired for each laboratory specialtpvering the entire

catioN. Initial certification, unlessuspended or revoked, shall baestyear and sent at appropriate intervals, shall be as follows:
valid for the remainder of the established certification period.

(2) RecermiFicaTiON. Recertification, unless suspended orl.  Alcohol testing for implied consent 25

DHS 165.08 Deficiencies endangering the health of
the public. No level of certification shall be granted if any defi
ciencyendangers the health of the public.

History: Cr. RegisterSeptemberl976, No. 249eff. 10-1-76; renum. from H
38.08,Register April, 1982, No. 316, €f5-1-82.

revoked,shall be valid for 12 months.

History: Cr. Register Septemberl976, No. 249, &f10-1-76; am. (1)Register
October,1980, No. 298, éf11-1-80; renum. from H 38.09, RegistApril, 1982,
No. 316, ef 5-1-82.

DHS 165.10 Denial, revocation or suspension of
certification. (1) DENIAL OR REVOCATION. If the department

Bacteriology general or enteric or 8
both
Clinic microbiology (includes clinic 20

bacteriology clinic mycology clinic
parasitology)

finds that the participating laboratoig not in substantial com 4.  Mycobacteriology 8
pliancewith ch. DHS 165, certification shall ldenied or revoked 5 Mvcolo 8
for the designated laboratory testisgecialty(ies). The depart y 9y

mentshall notify the director and the ownertbé laboratorylist 6.  Parasitology 8

thereason(s) for the intended denial or revocation, and designage  cjinical chemistry 24 (or 192 tests)
atleast 10 days for correction of deficienciesasrsubmission of . .
an appeal request in writing to the department. On appeal, tife ~ Hepatitis testing 20

departmenshall provide the laboratory director and the owner9.  Hematology 16

with an opportunity for a hearing in accordance with the Stat

AdministrativeProcedure and Review Act, ch. 227, Stats. fo Immunoh§matology 18
(2) SuspeNsioN. If the department finds that any deficiency in 12.  Non-—syphilis serology 12

alaboratorypresents a hazard to the health of the public or te laba3. Syphilis serology 20

ratory workers, it may suspend certification, provisiocedtifica b) Proficiency specimens shall be prepared in such manner as
tion, or interim certification of approvaif a laboratory until the (b) Y SP prep

deficiencyis corrected in a manner satisfactory to the departmef§t P€ representative of tgpesof specimens encountered in ou
History: Cr. Register Septemberl976, No. 249, &/10-1-76: am. (Registey UN€ testing.Complete instructions for handling, reconstituting,
October, 1980, No. 298, &f11-1-80; renum. from H 38.10, Registapril, 1982, testing,and reporting shall be included wigdach shipment of

No. 316, ef. 5-1-82. unknownspecimens.

DHS 165.11 Change in owner . A laboratory having a (c) Providers of approved proficientgsting programs shall

changein ownershall promptly inform the department and appl*oMPtlyreport to the department. These reports shall include at
for recertification. easta determination of satisfactognd unsatisfactory perfor

History: Cr. Register September1976, No. 249, &f10-1-76: am. Register Mancefor each participating laboratoand such data and criteria

October,le%so,No. 298, e 11-1-80; renum. from H 3811 RegisterApril, 1982, asdeemedhecessary by the department to determine performance
No. 316, ef 5-1-82. level

DHS 165.12 Change in director . A laboratory having a (d) Providers of proficiency testingrograms seeking equiva
changein laboratory director shall promptly inform the depart!€nceshall apply to the department providing information as to
mentof the change and provide the name, address, educaticiRgcialtyprograms; numbers, types and frequency of specialty
degreesspecialty certification, and experience of the director SPecimensgrading methods; and any other information required

History: Cr. Register Septemberl976, No. 249, & 10-1-76; am. Register DY the department to determine the acceptability of the program.
October,1980, No. 298, &f11-1-80; renum. from H 38.12, Registépril, 1982, The department shall use thesults from approved programs for
No. 316, ef 5-1-82. purposeof certification or decertification of laboratories.

DHS 165.13 Display of certificates. The owneror (3) LEVELS OF PERFORMANCEAND GRADING SYSTEMS. The
directorof the laboratory shall display the current certificate(s) éfepartmenshall determinéf the grading systems and levels of
approval,provisional approval, or interim approval. performanceused by proficiency testingrograms are acceptable,

History: Cr. Register September1976, No. 249, éf10-1-76; am. Register reasonabland valid. The department shall set standards for satis
ﬁgt03bleé,1§8g,_£\l_o&298, éf11-1-80; renum. from H 38.13, Registépril, 1982,  factory performance in the proficiency testing programs where

Cee ' the standards applied by the provider of the program are deemed

DHS 165.14 Proficiency testing. (1) REQUIREMENTS inappropriateby the department. For the purposes of proficiency
FORPARTICIPATING LABORATORIES. Al laboratories requiring certi  t€Stingfor certification of laboratories, satisfactory performance
fication shall participate satisfactorily in a proficiency testing pro>tandardprovided by the approved programs shall be equivalent
gramor a combination of programs which have been approved #§ythe following:
the department. Participation shall be in those specialtes (a) Alcohol testing.A grade of 80% or higheshall be satisfac
which the laboratory dérs servicesnd for which an approved tory performance. Individugarticipant values shall be compared
proficiencytesting program is available. to an acceptable range which shall be determined for each profi
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DHS 165.14 WISCONSINADMINISTRATIVE CODE 740

ciency test specimen from the consensus of reference, refereeamnpliancewith otherlaws of functional concern to the depart
participating laboratories. ment.

: H iAi H H History: Cr. Register Septemberl976, No. 249, &f10-1-76; r (1) and (2),
(b) General and enteridacteriology clinic micobiology, renum.from H 38.18 and am. (1Registey October 1980, No. 298, &f11-1-80,

mycobacteriologymycologyand parasitology A grade of 80%  renum.from H 38.15, RegisteApril, 1982, No. 316, &f5-1-82; correction in (2)
or higher shall be satisfactory performance. The department mage under s. 13.93 (2m) (b) 7., Stats., RegiSttemberL999, No. 525.

establisha score for each shipment by determirtimg percent of

the test results which are acceptable. The consensus of referencBHS 165.16 Specimen procurement and reporting.
refereeor participating laboratories shall determine acceptab{g) ACCEPTANCE OF sPECIMENs. Clinical laboratories shall
performance. examinespecimens only at the request of persons or agencies

(c) Clinical chemistry An overall grade of 80% or higher shall@uthorizedor allowed by law to submit specimens.
be satisfactoryperformance. The tget ranges of acceptable val ~ (2) REPORTING SPECIMEN TEST RESULTS. Laboratoriesshall
ues(relative to the standard value) for each constituent shall igportspecimen findings to persoasthorized or allowed by law
expresseds A number of standard units per unit volume orA pefo receive such reports. The report shall include the name and
centageof standard value whichever is greater addresof the examining laboratarll service, product quality

(d) HAA testing. A grade of 80% or higheshall be satisfactory control,or monitoring specimens accepted by the laboratory shall
performanceResults from reference laboratories shall be-tab§€€sted on the premises, unless forwarded to another laboratory
lated by method used. Individual laboratory results shall Hefrtified by or acceptable to the department.
comparedwith this tabulation. The consensus of refereneg, (3) Exceptions. Subsections (1) and (2) shall not apply to the

ereeor participantaboratories shall determine acceptable perfofaking, testing, omreporting of nonclinical laboratory specimens
mance. by a laboratory or its personnel solely for the determination of the

(€) Hematology.A grade of 85% or higher shall be satisfactorf:cCUracyor suficiency of its procedures, supplies, equipment, or
performance.For hemoglobin, hematocrit, and cell counting; perations.
individual laboratory results shall fall within a designategé¥ (4) SPECIMEN STABILITY REQUIRED. The department may
centor standard deviation of the mean basedeference, referee require laboratories to show evidence that specimens shipped
or participating laboratoryresults. For white cell dirential throughthe mail or other delivery systems and accepted by them
countsand 35mm transparencies the consensus of reference, i@f analysis are sti€iently stable for determinationequested,

ereeor participating laboratories shall determine acceptable pahdto establish criteria for suitability of specimens.
formance History: Cr. RegisterSeptemberl976, No. 249, &€f10-1-76, am. (2), (4) and
. . . renum.(5) to be (4), RegisteOctobey 1980,No. 298, f 11-1-80; renum. from H
() ImmunohematologyA grade of 100% shall be required in38.16,Register April, 1982, No. 316, &f5-1-82.

ABO grouping and Rh typing. A grade of 85% or higher dhall

satisfactoryperformance in all other areastefting within this DHS 165.17 Specimen records. (1) Specimen records
program.Individual laboratory results shall be compared with reshallbe maintained for not less than one year and shall include the
erencelaboratory results. The consensus of reference, referedalowing:

participantlaboratories shall determine acceptable results. (a) Laboratory number or other identification informatiain
(h) Non-syphilis seslogy. A grade of 90% or higher shall bespecimens.
satisfactoryperformance. Individual participant values stz (b) Name of the person, facilitggencyor source of specimen.

comparedo an acceptable range which shall be determined for c) Name of the person, facilitpr agency authorized or
each proficiency test specimen from the consensus of referegggwedby law to submit the gpecimen_

and.partlmp.gtmg laboratories. o . (d) Date specimen collected, date specimen received, and date
(i) Syphilis seslogy. A grade of 85% in reproducibility and specimerresult reported.

85% in agreemenshall be satisfactory performance. Individual : . .
participagtvalues shall be compar&niayn gcceptable range which () Reason if specimen unsatisfactory

shallbe determinedor each proficiency test specimen from the (f) Test performed and results.

consensusf referencereferee or participating laboratories. Per  (g) Identification of examiner

centachievement in syphilis serology shall be calculated in 2 cate (h) If examined by other certified laboratpname and address
gories.Percent of reproducibility shall be equal to the number of examining laboratory

correctly matched split samples divided by the total number ofHistory: Cr. Register September1976, No. 249, &/10-1-76; am. (1) (intro.),
split samples submitted and multiplied by 100. Percent of agrégér(’f)D%’;fég‘% ér(llgé'f ﬁ%?";&g?&g*jﬁ{ %%‘f?éﬁ'ﬁ’fnz.??aﬁfﬁséf% ;{(géi(s%gﬁﬁ
mentshall be equal to one-hdlfe number of partial agreements;ggs ‘No. 316, f5-1-82.

plusthe number of complete agreements divided by thertotal

b(ilr_of repcortRs Qomgaredbaggg‘zltigﬂg‘ifkl)g’ 11072 ¢ rearRect DHS 165.18 Facilities and equipment. (1) Laborato-
istory: Cr. RegisterSeptembe , No. s —-1-76; rand recrRegis i h .

ter, Octobey 1980, No. 298, &f11-1-80; am. (2) (a), Regist@ecemberl981, No. ”ﬁs shal(lj ha"‘? adeqhuaée ffacnlme?, eq_unpnplent, 'nSt(;umems’
312,eff. 1-1-82; renum. from H 38.14, Registapril, 1982, No. 316, éi5-1-82;  Plies,and testingnethods, for performing the procedure or cate
am. (2) (intro.) and (a), (3) (). (3) (i), renum. (3) () to be (3)) and am., Register goriesof procedures for which certification is required:

1 No. 334, &f11-1-83; r (2 } Regi . . .
?55%*,’&2, %82%', d? 1%3_’1’_‘59_ 83:1(2) (8) 1.and (3) (). RegisteBeptember (a) Working space shall badequate, well lighted, well venti

lated, environmentally controlled, and with essential utilities for

DHS 165.15 General records and reports. (1) Man-  accurateest performance. _ _ _
TAINING RECORDS. The employer shall maintain for at least 2 years (b) Temperature controlled spaces and equipment including
andmake available at the facility for examination by the deparificubators,water baths, refrigerators, freezers, and sterilizers
ment,laboratory records pertaining to personnel health, trainingfjallbe properly maintained, monitored and the results recorded.
andexperience, and records pertaining to equipment, inspections(c) Analytical measuring instruments and equipment shall be
calibrations monitoring controls, procedures, proficiency testingeptin good working orderchecked routinelyand precisely cali
results,policies, and other quality control measures. brated.

(2) REPORTINGOFSPECIMENRESULTS. Laboratories shall report  (d) Appropriateauthoritative manuals, including a current
asprescribed by the departmehbse specimen results which theproceduremanual, texts, and printed material on maintenance,
departmenfinds necessary for the administration of s. 299.1 methods,controls, calibrations, records, and policies shall
Stats. for the prevention, diagnosis, or control of disease, or favailablefor use by laboratory personnel.
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741 DEPARTMENTOF HEALTH SER/ICES DHS 165.20

(e) Reagents, solutions, glassware, instruments, and supphiiesglicalscience as the major subject and e 3 or more years
shall be properly stored. Reagents and solutions shall be cleasfygeneral clinical laboratory training and experience of which at
labeledto show identification, proper storage, titer or concentréeast2 years were spent in one of the laboratory specialties of a
tion, expiration or preparation date, and other pertinent informginical laboratory having a director at the doctoral level, except
tion. thatthe directorship shall be limited to that specialty and the per

(f) Glassware and pipettes shall be adequate fopuhsose sonshall direct only one laboratory; or
theyare used, freef excessive scratches or cloudiness, and have (c) The person holds a master degree with a chemical -physi
cleargraduations. cal, biological, or medical science as the major subject and has had

(9) When sterile needles, syringes, and lancets are requiredfar more years of general clinical laboratory training and experi
testingprocedures, they shall be cleaned and sterilizestdoy  encein a specialty of a clinical laboratory having a director at the

dardor acceptable methods prior to use. doctorallevel, except that the directorship is limited to that-spe
(h) Premises shall be kept clean and free from unnecessary bialty and the person shall direct only one laboratory; or
logical, chemical, and physical hazards and have avaitakie (d) The person holds a bachelor degree withhemical, physi

clave,chemical, or other methods satisfactory to the departmegdy, biological, or medical science as the major subject,hasd
for disposing of hazardous materials. All infectious waste maigad 6 or more years of general clinical laboratory training and
rial shall be decontaminated before leaving the premises Qiyeriencen a specialty of a clinical laboratory having a director
markedin a manner that will alert sanitation persoraelko the at the doctoral level, except the directorshilinisted to that spe
natureof the waste material. . _cialty and the person shall direct only one laboratory; or

(i) The premises shall conform to the requirements of applica () The person holds at least a bachelor degree and was director
ble mechanical, plumbing, electrical, fire, and safeigles of fed ¢ 5 \ysconsin clinical laboratory on JuBL, 1975, and for the

eral, state, and local governments. Electrical equipment shall feviouss years, and directs only one laboratory: or

maintainedand used under safe conditions for the prevention . - -
fire and shock hazards. (f) The person is a tonsin licensed physician of a group of
ysiciangperforming laboratory testmly for their patients and
and mycology culturing shall use a biological safety cabindicSignatedy thegroup as laboratory directgirovided that the
which shall be inspected and its proper function verifiebast ac0ratoryhas at least a medical technologist, or has consultation
annually. providedby a pathologist or medical technologist; or

History: Cr. Register Septemberl976, No. 249eff. 10-1-76; renum. from H (g9) In hospitals where the serviceka qualified director are

38.19and am. (1) (a), (b), (d), (e), (h) and (i) and &) (j), RegisterOctobey 1980, i ialti i i
No. 298, ef. 11-1-80; renum. from H 38.18, Registépril, 1982, No. 316, éf not available for the specialties providdtie person in pars. (b),

(j) Laboratories performing procedures in mycobacteriolo%

5-1-8 (c), and (d) may qualify as an administrative laboratory director
for that laboratory if it has a consultant pathologist.
DHS 165.19 Internal quality control. (1) Thelabora (3) PUBLIC HEALTH LABORATORY DIRECTOR. The publichealth

tory shall have a complete and on—going quality control prograboratorydirector is qualified if:
for all laboratory specialties for which the laboratorfecs ser (a) For laboratories performing clinical tests, the petsaids

vice. i . abachelor degree with a chemical, physical, biological, or medi
() All test methods and results shall be continuoustni ¢4 science as the major subject, and has hagh8s' general clini
toredfor accuracyby simultaneous validation, where applicablégq) |aporatory training and experieneither in a clinical labora
with reference specimens whose qualitative and quantitative régry or a public health laboratoperforming clinical tests, and has
tions under the conditions of the testing are known. demonstrated&nowledge of angerformance proficiency using
(b) Results of such monitoring and remedietions taken shall standardmethods prescribed for commerciailk, water and
berecorded as generated and maintained in accessible form infgg) |aboratory directors under chT&P 77, or other methods
laboratory. ) _ acceptableo the department, and meets existing state and federal
(c) All componentsstock cultures, antigens, antiserums, cellsequirementgor such directors; or
;:ontr_ols,medlahrtﬁat(;:]ents,_ sdc_)lutllons Iimg stanc_igtrds_ used ‘r']n PET(b) In a public health laboratory doing clinical testing where
orming a test shall be periodicalghecked as to identitgrowth 6 'seryices of an otherwise qualified director as defined in sub.

properties,potency reactivity sensitivity specificity sterility, (1) or : : . :
. > o ; par (a) are noavailable, he or she is a duly licensed physi
titer, expiration date, and stabilityhere applicable. Complete (o, gesignated as administratileoratory director by the public
recordsof these checks shall be retained. healthagency: or

(d) Specimens shall be collected, handled, and tested in-a man ' . . -
ner to assure identity and stability and to give accurate and pre%ig dcg aFt;)z;clr?:I% rra(tj%rg'ﬁ:en%ﬁ]rfgrmg}grﬁuné%aelngfsstt%r%gﬂson

results. . . . gy, and has had 2 years’ experience pualic health laboratory
) ﬁolgr%ct repc:jrterglgl mgthods, lapprolprlatﬁ lflngs or n_omer&c%r other laboratorperforming similar milk, watermand food anal
:lércer?eikid e used. All abnormal results shall be reviewe §5es,and has demonstrated knowledge of and performance profi
History: Cr. RegisterOctobey 1980, N0298, ef. 11-1-80; renum. from H 38.19, ciency using standard mgthods prescribed for commercial milk,
RegisterApril, 1982, No. 316, ¢f5-1-82. water, food laboratory directors under chT@P 77, or other
methodsacceptable to thdepartment, and meets existing state

DHS 165.20 Standards of directors.  Each laboratory andfederal requirements for such directors; or

shallbe under the direction of a qualified laboratory director (d) The person was director of arficiil public health labora
(1) CuiNICAL LABORATORY DIRECTOR. The clinical laboratory tory on July 31, 1975, limits the directorship to those specialties

director is qualified if: he or she directed before July 31, 1975, and providediteetor

(a) The person is a physician licensed irs®dnsin and ceri is approved by the department.
fied in anatomical or clinical pathology by the American board ct>f HJistory: % %eg,\ilste;%%ptgfrgbiﬂ%& NO-( f)“?')éf(l%qu;( a)m- (1)d(f), R((ezg)is
pathology, the American osteopathic boadd pathology or, &0 ZaLEY =1 5 B0 o . & 1-80: arinto yand o) e Reoi

97, . . (D), erOctober1980, No. 298, &f11-1-80; cr(intro.) and r(2 , Register

boardeligible, and directs up to but not more than 3 laboratoriesicember1081. No, 312, éf1-1-82 renum. from |(-| 38.%0, Reg(]is)tgg)ril, 1083,

or No. 316, ef. 5-1-82; corrections made under s. 13.93 (2m) (b) 5., Stats., Register
ust, 1995, No. 476;.r(2), RegisterSeptember1999, No. 525, &éf10-1-99;
(b) _Th_e p_ers_on hQ'ds an ear_ned dOCthal degree_ from %ﬁectionin (3) (a) and (c) made under s. 13.93 (2m) (bpfats., RegisteSep
accreditedinstitution with a chemical, physical, biological, ortember,1999, No. 525.
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DHS 165.22 WISCONSINADMINISTRATIVE CODE 742

DHS 165.22 Injunctions. The operation or maintenance (c) The Wsconsin hospital association.
of a laboratory in violation of s. 299.1Stats., or rules created (d) The state medical society ofistonsin.
thereunderis prohibited. The department may in addition to other (€) The Wsconsin association for medical technology
remediesprosecute an action for an injunction to restsich . .
violationsor to enjoin the futureperation of the laboratory until  (f) A public health dicer or laboratory director
compliancewith the section and rules has been obtained. Any lab (h) The Wsconsin department of natural resources.
which operates without a certificate of approval shall be fined not (i) A public consumer
lessthan $100 nor more than $1,000. Eachslagh violation con (2) ResponsieILITIES. Thecouncil shall study laboratory certi

tinuesshall constitute a separatdeofse. _fication matters, advise, make recommendations to, and consult
History: Cr. Register September1976, No. 249, &10-1-76; am., Register ith the d rtment
October,1980, No. 298, &f11-1-80; renum. from H 38.22, Registépril, 1982, W! € department.

No. 316, ef. 5-1-&; correction made under s. 13.93 (2m) (b) 7., Stats., Register (3) MEETINGS. The advisory council shall elect a Chairperson

é:gf;ﬁ;ﬁi?fég“g?-,jg Georrections made under s. 13.93 (2m) (b) 7., Stats., Reg'St?’a.'nd_meet at least annually or more often at the discretion of the
chairpersoror petition of any 4 members.
DHS 165.23  Advisory council. (1) LABORATORY CERTE (4) REIMBURSEMENTFOREXPENSES. Council members shall be

FICATION ADVISORY COUNCIL. The department shall establish aeimbursedor their actual andecessary expenses incurred in the
advisorycouncil of not more than 9 members, who shall serve fgerformanceof their duties.

staggered year terms and represent or be the following: History: Cr. RegisterSeptemberl976, No. 249, &10-1-76; am. (1je), (h) and
ici i ini (i) and (3), RegisteiOctober 1980, No. 298, &f11-1-80; renum. from H 38.23,
(a) A phy§|0|an 'dlrectgd clinical Iaborz.atory' RegisterApril, 1982, No. 316, ¢f5-1-82y. (1) (g), RegisterSeptember1999, No.
(b) The Wsconsin society of pathologists, inc. 525, eff. 10-1-99.
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